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In re Application for: 

Hunein F. MAASSAB et al. 

Serial No.: 08/573,569 

Filing Date: December 14, 1995 

For: COLD-ADAPTED INFLUENZA VIRUS 



Examiner: J. Parkin 
Group Art Unit: 1648 



Commissioner for Patents 
P.O.Box 1450 
Arlington, VA 22313-1450 
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AMENDMENT AND RESPONSE TO OFFICE ACTION 



Sir: 



This paper is filed in response to the Office Action issued January 14, 2004 in 
connection with the above-identified application. A response to this Office Action 
originally was due April 14, 2004. Enclosed herewith is a Petition for a Three Month 
Extension of Time and authorization to charge the amount of the extension fee to 
undersigned's Deposit Accoimt. In view of the filing of this Petition and payment of the 
fee, a response is now due July 14, 2004. Accordingly this response is timely filed. 

Amendments to the claims are reflected on the Usting of the claims which begins 
on Page 2 of this paper. 

Applicants' remarks begin on Page 5. 
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1. AMENDMENTS TO THE CLAIMS 



This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

Listing of Claims 

Claims 2, 3, 6, 9-11, 13-18, 21 and 24 (canceled). 

1 . (Withdrawn) A nucleic acid having a nucleotide sequence consisting essentially 
of the sequence of SEQ ED NO 29 and further characterized as consisting of guanine at 
nucleotide 141 and 821 and cytosine at position 1933. 

4. (Withdrawn) An isolated nucleic acid having a DNA sequence complementary to 
the nucleotide sequence of Claim 1 . 

5. (Withdrawn) An isolated nucleic acid having a nucleotide sequence consisting of 
the sequence of SEQ ID NO 29. 

7. (Withdrawn) An isolated nucleic acid having a DNA sequence complementary to 
the nucleotide sequence of Claim 5. 

8. (Withdrawn) A nucleic acid comprising a polynucleotide coding for the surface 
protein HA and a polynucleotide coding for the surface protein NA, each of HA and NA 
of a selected wild type influenza vims; a polynucleotide coding for PBl; a polynucleotide 
coding for PA; and a polynucleotide coding for M, each of PBl, PA and M of a selected 
cold-adapted influenza virus; and a polynucleotide coding for PB2 which consists of the 
sequence of SEQ ID 15; the polynucleotides being operatively linked to each other. 

12. (Currently Amended) A vaccine comprising a reassortant influenza A virion, the 
virion furth e r comprising: a polynucleotide coding for the surface protein HA and a 
polynucleotide coding for the surface protein NA, each of HA and NA of a selected wild 
type influenza virus; a polynucleotide coding for PBl; a polynucleotide coding for PA 
and a polynucleotide coding for M, each PBl, PA and M of a selected cold-adapted 

2 U.S. Serial No. 08/573,569 
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influenza virus; .and a polynucleotide coding for PB2 which consists of comprises the 
sequence of SEQ ID NO 15; the polynucleotides being operatively linked to allow 
packaging of the reassorted polynucleotides into the virion. 



1 9. (Withdrawn) A method for preventing influenza in a patient comprismg 
introducing into the patient a prophylactically effective amount of the vaccine of 
Claim 12. 

20. (Withdrawn) A method for treating influenza in a patient comprising introducing 
into the patient a therapeutically effective amoimt of the vaccine of Claim 12. 

22. (Withdrawn) The polynucleotide ofClaim 8, wherein the polynucleotide coding 
for M is either of SEQ ID NOS 5 or 7; the polynucleotide coding for.PBl is SEQ ID 
NO 13; and the polynucleotide coding for PA is SEQ ID NO 1 L 

23. (Previously Presented) The vaccine of Claim 12, wherein the polynucleotide 
coding for M is either of SEQ ID NOS 5 or 7; the polynucleotide coding for PBl is SEQ 
ID NO 13; and the polynucleotide coding for PA is SEQ ED NO 1 1. 

25. (Withdrawn) A nucleic acid having a nucleotide sequence consisting of the 
sequence of SEQ ID NO 1 5. 

26. (Withdrawn) A polynucleotide comprising the nucleic acid sequence of 
Claim 25. 

27. (Currently Amended) A vaccine comprising a r e ssortant influ e nza A or B virion 
comprising th e nucl e ic acid of Claim 25 of anv of Claims 12. 23. 29. 30 or 3 L further 
comprising a reassortant influenza B virion and a pharmaoQutioallv acc e ptabl e carri e r. 

28. (Previously Amended) The composition vaeeiae of anv claims claim 32 12. 23 or 
3^, wherein the composition vaccino is formulated for intranasal administration. 

29. (New) The vaccine of claim 12, wherein the polynucleotide coding for PB2 
consists essentially of the sequence of SEQ ID NO 15 and further characterized as 
consisting of cytosine at nucleotide 1 933. 
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30. (New) The vaccine of claim 12, wherein the polynucleotide coding for PB2 
consists essentially of the sequence of SEQ ID NO 15 and further characterized as 
consisting of guanine at nucleotides 141 and 821 and cytosine at nucleotide 1933. 

3 1 . (New) The vaccine of claim 12, wherein the polynucleotide for PB2 consists of 
the sequence of SEQ ID NO 15. 

32. (New) A composition comprising the vaccine of any of Claims 27, 29, 30 or 3 1 
and a pharmaceutically acceptable carrier. 

33. (New) A vaccine comprising a reassortant influenza A virion, the virion 
comprising: a polynucleotide coding for the surface protein HA and a polynucleotide 
coding for the surface protein NA, each of HA and NA of a selected wild type influenza 
virus; a polynucleotide coding for PB 1 ; a polynucleotide coding for PA and a 
polynucleotide coding for M, each PBl, PA and M of a selected cold-adapted influenza 
virus; and a polynucleotide coding for PB2 wherein the polynucleotide has a cytosine at a 
nucleotide which corresponds to nucleotide 1933 of SEQ ID 15, the polynucleotides 
being operatively linked to allow packaging of the reasserted polynucleotides into the 
virion. 
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II. REMARKS 

Claims 1, 4, 5, 7, 8, 12, 19, 20, 22, 23 and 25-28 are pending in this application. 
Claims 1, 4, 5, 7, 8, 19, 20, 22, 25 and 26 are withdrawn from examination as a result of a 
requirement for restriction. Claims 12 and 23 are allowed. Claims 27 and 28 are objected 
to by the Examiner. By this Amendment, claims 12, 27 and 28 have been amended. 
Support for the amendment to claim 12 is found on page 15, lines 28 to 32. Support for 
the amendment to claim 27 is found on pages 23 to 26 of the specification. Claim 28 has 
been amended to further depend on newly added claims 29 to 3 1 . 

New claims 29 to 33 have been added. Support for new claims 29 to 33 is found 
in the specification on page 15, line 23 through page 16, line 11. New claims 29 through 
33 all recite a cytosine at 1933 as discussed in Applicants' prior response. New claim 32 
is the subject matter of prior Claim 27. Accordingly, an issue of new matter is not raised 
by these amendments and entry thereof is respectfully requested. 

In view of the preceding amendments and the remarks that follow, reconsideration 
and withdrawal of the grounds for rejection is respectfully requested. 

37 C. F. R. § 1.75(c) 

Claims 27 and 28 stand rejected under 37 C. F. R. § 1 .75(c) as allegedly being of 
improper dependent form for failing to further limit the subject matter of a previous 
claim. Applicants have amended claim 27 to remove the error. In view of this 
amendment, reconsideration and withdrawal of the objection is respectfully requested. 
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IIL CONCLUSION 

The Office is encouraged to telephone the undersigned attorney if a telephonic 
interview would advance examination and allowance of this application. In addition, if 
the Patent Office determines that an extension and/or other relief is required, Applicants 
petition for any required relief including extensions of time and authorize the 
Commissioner to charge the cost of such petitions and/or other fees due in connection 
with the filing of this docimient to Deposit Account No. 50-2518, referencing billing 
number 7009813001 . 

However, the Commissioner is not authorized to charge the cost of the issue fee to 
the Deposit Account. 



DATE: 




Antoinette F. Konski 
Registration No.: 34,202 



Bingham McCutchen LLP 

Foraierly McCutchen, Doyle, Brown & Enersen, LLP 
Three Embarcadero Center, Suite 1800 
San Francisco, California 941 11 
Telephone: (650)849-4950 
Telefax: (650)849-4800 
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Notice of Abandonment 



Application No. 

08/573,569 



Examiner 



Jeffreys. Parkin, Ph.D. 



^0 



Applicant(si^^ 
MAASSAB ET AL 



Art Unit 



1648 



-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 
Th\s appiicatlon is abandoned in view of: 

1. ^ Applicant's failure to timely file a proper reply to the Office letter mailed on 14 January 2004 , 

(a) □ A reply was received on (with a Certificate of Mailing or Transmission dated ), which is after the expiration of the 

period for reply (including a total extension of time of month(s)) which expired on . 

(b) □ A proposed reply was received on , but it does not constitute a proper reply under 37 CFR 1 .1 13 (a) to the final rejection. 

(A proper reply under 37 CFR 1 .11 3 to a final rejection consists only of: (1 ) a timely filed amendment which places the 
application in condition for allowance; (2) a timely filed Notice of Appeal (with appeal fee); or (3) a timely filed Request for 
Continued Examination (RCE) in compliance with 37 CFR 1.114). 

(c) □ A reply was received on but it does not constitute a proper reply, or a bona fide attempt at a proper reply, to the non- 

final rejection. See 37 CFR 1 .85(a) and 1.111. (See explanation in box 7 below). 

(d) S No reply has been received. 

2. □ Applicant's failure to timely pay the required issue fee and publication fee, if applicable, within the statutory period of three months 

from the mailing date of the Notice of Allowance (PTOL-85), 

(a) □ The issue fee and publication fee, if applicable, was received on (with a Certificate of Mailing or Transmission dated 

), which is after the expiration of the statutory period for payment of the issue fee (and publication fee) set In the Notice of 



Allowance (PTOL-85). 
(b) □ The submitted fee of $_ 



. is insufficient. A balance of $, 



is due. 



The issue fee required by 37 CFR 1 .18 is $_ 



The publication fee, if required by 37 CFR 1.18(dj, is $_ 



(c) D The issue fee and publication fee, if applicable, has not been received. 

3. n Applicant's failure to timely file corrected drawings as required by, and within the three-month period set in. the Notice of 

Allowability (PTO-37). 

(a) □ Proposed corrected drawings were received on (with a Certificate of Mailing or Transmission dated ), which is 

after the expiration of the period for reply. 

(b) □ No corrected drawings have been received. 

4. □ The letter of express abandonment which is signed by the attorney or agent of record, the assignee of the entire interest, or all of 

the applicants. 

5. □ The letter of express abandonment which is signed by an attorney or agent (acting in a representative capacity under 37 CFR 

1 .34(a)) upon the filing of a continuing application. 



6. □ The decision by the Board of Patent Appeals and Interference rendered on . 

of the decision has expired and there are no allowed claims. 

7. □ The reason(s) below: 



. and because the period for seeking court review 



Jeffrey S. Parkin. Ph.D. 
Examiner 
Art Unit: 1648 

Petitions to revive under 37 CFR 1.137(a) or (b), or requests to withdraw the holding of abandonment under 37 CFR 1.181, should be promptly filed to 
minimize any negative effects on patent tenn. 



U.S. Patent and Trademark Office 
PTOL-1432 (Rev. 04-01) 



Notice of Abandonment 



Part of Paper No. 09202004 



PTO/SB/22 (10-00) 
Approved for use through 10/31/2002. 0MB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Unde/ the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless if displays a valid 0MB number. 



PETITIO 




XTENSION OF TIME UNDER 37 CFR 1.136(a) 



Docket Number (Optional) 
UM 2020.01 



In re Application of Hunein F. Maassab 



Application Number 08/573,659 


Filed 12/14/95 


For Cold-Adapted Influenza Virus / „ 


Group Art Unit 1 648 Examiner 


J. Parkin 



This is a^i^JUWtSEiTOer the provisions of 37 CFR 1 .136(a) to extend the period for filing a 
reply in the above identified application. 

The requested extension and appropriate non-snnall-entity fee are as follows 
(check time period desired): 



□ 
□ 

□ 
□ 



$ 
$ 

$950.00 

$ 

$ 



One month (37 CFR 1.17(a)(1)) 

Two months (37 CFR 1 .1 7(a)(2)) 

Three months (37 CFR 1 .1 7(a)(3)) 

Four months (37 CFR 1 .17(a)(4)) 

Five months (37 CFR 1 .1 7(a)(5)) 

[xj Applicant claims small entity status. See 37 CFR 1 .27. Therefore, the fee amount shown 
above is reduced by one-half, and the resulting fee is: $ 475.00 

□ A check in the amount of the fee is enclosed. 

□ Payment by credit card. Form PTO-2038 is attached. 

□ The Commissioner has already been authorized to charge fees in this 
application to a Deposit Account. 

HI The Commissioner is hereby authorized to charge any fees which may be required, 

or credit any overpayment, to Deposit Account Number 50-2518 referencing billing no 2023890- 
7009813001. 



I am the 



□ applicant/inventor 

□ assignee of record of the entire interest. See 37 CFR 3-71 . 

Statement under 37 CFR 3.73(b) is enclosed. (Form PTO/SB/96). 

@ attorney or agent of record. 

□ attomey or agent under 37 CFR 1.34(a). 

Registration number if acting under 37 CFR 1 .34(a) ' - 



WARNING: Information on tiiis form may become public. Credit card information should not 
be included on this form. Provide credit card information and authorization on PTO-2038. 





Signature 

Antoinette F. Konski (Reg No. 34,202) 



NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representatlve(s) are required. Submit 
multiple forms if more than one signature is required, see below. 

□ Total of forms are Submitted.' • 

Burden Hour Statennent: This form is estimated to take 0.1 hours to complete. Time will vary depending upon the needs of the Individual case. Any comnrtents on the amount 
of time you are required to complete this forni should be sent to the Chief Infomiation Officer. U.S. Patent and Trademark Office, Washinoton, DC 20231 . DO NOT SEND 
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231. 



PA/S21 37736.1 




PTO/SB/21 (08-03) 
Approved fo. nrough 07/31/2006. OMB 0651 -0031 
U.S. Patent and Trademark Office. U.S. DEPARTMENT OF COMMERCE 
Under the Papenwork RediKtion Act of 1 995, no persons are required to respond to a collection of infomnation unless it displays a valid OMB controt number. 



RANSMITTAL 
FORM 

for all correspondence after initial filing) 



Application Number 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



08/573.569 



December 14. 1995 



Hunein F. Maassab 



1648 



J. Parkin 



Total Number of Pages in This Submission 



10 



Attorney Docket Number 



UM 2002.01 



^ Fee Transmittal Form 

□ Fee Attached 
El Amendment / Reply 

□ After Rnal 

n Affidavits/declaration(s) 
Extension of Time Request 

n Express Abandonment-Request 

n Information Disclosure Statement 

|~] Certified Copy of Priority 
Document(s) 

n Response to Missing Parts/ 
Incomplete Application 

n Response to Missing 
Parts under 37 CFR 
1.52 or 1.53 



ENCLOSURES (check all that apply) 



n Drawlng(s) 

n LIcensing-related Papers 

□ Petition 

n Petition to Convert to a 
Provisional Application 

n Power of Attorney, Revocation 
Change of Correspondence Address 

n Tennlnal Disclaimer 

n Request for Refund 

□ CD, Number of CD(s) 



Remartcs 



n After Allowance Communication to 
Group 

n Appeal Communication to Board of 
Appeals and Interferences 

n Appeal Communication to Group 
(Appeal Notice, Brief, Reply Brief; 

n Proprietary Infomnation QQf ^ Q 
n Status Letter 



Other Enclosure(s) 
. (please identify below): 

Return Receipt Postcard 



Firm 
or 

Individual name 



Signature 



Date 



SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT 



Bingham McCutchen LLP 
Antoinet*l/F. KonskI 




/if 



CERTIFICATE OF MAILING 



I hereby certify that this con-espondence is being deposited with the United States Postal Sen/ice with sufficient postage as first 
class mail in an envelope addressed to: Commissioner for Patents. P.O. Box 1450. Alexandria, VA 22313-1450 on the date shown 
below. 



Peggy Jsljpfiols" 



Typed or printed name 



\^ Signature 



Date 



July 14, 2004 



This collection of information is required by 37 CFlR i.5. The Infomiation is required to obtain or retain a benefit by the public which Is to file (and by the USPTO to 
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to 12 minutes to complete, including gathering, 
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time 
you require to complete this fomi and/or suggestions for reducing this burden, should be sent to the Chief Information Officer. U.S. Patent and Trademark Office. 
U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 2231 3-1450. DO NOT SEND FEES OR COfi/lPLETED FORMS TO THIS ADDRESS. SEND TO; 
Convnlsslonerfor Patente. P.O. Box 1450, Alexandria, VA 22313-1450. 

If you need assistance In completing the form, call 1-800-PTO-9199 and select option 2, 



Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unlsss it displays a valid 0MB control nunr^er. 



E TRANSMITTAL 

jl^x'^'^ H) for FY 2004 

Bffectl^i^ jO/0 1/2003. Patent fees am subject to annual revision. 



[fcant claims small entity status. See 37 CFR 1.27 



TOTAL AMOUNT OF PAYMENT 



($) 583 



Application Number 



Filing Date 



Rrst Named Inventor 



Examiner Name 



Art Unit 



Attorney Docket No. 



Com,, .>e/f/^HQ>yn 



08/573.569 



December 14, 1995 



Hunein R Maassab. 



J. Parkin 



1648 



aw- 



UM 2002.01 



METHOD OF PAYMENT (check all that apply) 



FEE CALCULATION (corttlnued) 



□ Checlc □ Credit card □ Money □ Other □ None 
Order 

S Deposit Account 



3. ADDITIONAL FEES 



Deposit 
Account 
Nurnber 

Deposit 
Account 
Name 



50-2518 



Bingham McCutchen LLP 



The Director Is authorized to: (check all that apply) 

IS! Charge fee(s) indicated below IS Credit any overpayments 

IS Charge any additional fee{s) during the pendency of this application 

□ Charge fee(s) indicated below, except for the filing fee 



FEE CALCULATION 


1. 


BASIC 


RUNG FEE 




Larae Entity 


Small Entity 




Fee 


Fee 


Fee 


Fee 


Fee Description 


Code 


($) 


Code 


(S) 




Fee Paid 


1001 


770 


2001 


385 


Utility filing fee 






1002 


340 


2002 


170 


Design filing fee 






1003 


530 


2003 


265 


Plant filing fee 






1004 


770 


2004 


385 


Reissue filing fee 






1005 


160 


2005 


80 


Provisional filling fee 







SUBTOTAL (1) 



JSLo. 



2. EXTRA CLAIM FEESTOR UTILITY AND REISSUE 



Total Claims 

Independent 
aaims 

Multiple 
Dependent 



26 



-20* 



Extra Fee from 

Claims below 
X 



Fee 
Paid 



18 



108 



Larae Entltv 


Small 


Entity 


Fee 


Fee 


Fee 


Fee 


Code 


($) 


Code 


($) 


1202 


18 


2202 


9 


1201 


86 


2201 


43 


1203 


290 


2203 


145 


1204 


86 


2204 


43 


1205 


18 


2205 


9 



Fee Description 

Claims in excess of 20 
Independent claims in excess of 3 
Multiple dependent daim, If not paid 

Reissue Independent claims over 
original patent 

Reissue claims in excess of 20 and 
over original patent 



lra.rg«. 


pntlty 


Small Entltv 


Fee 


Fee 


Fee 


Fee 


Code 


(S) 


Code 


($) 


1U31 


130 


2051 


65 






2052 


25 


1053 


130 


1053 


130 


1812 


2,520 


1812 


2,520 


1804 


920* 


1804 


920* 


1805 


1,840* 


1805 


1.840* 


1251 


110 


2251 


55 


1252 


420 


2252 


210 


1253 


950 


2253 


475 


1254 


1.480 


2254 


740 


1255 


2,010 






1401 


330 


2401 


165 


1402 


330 


2402 


165 


1403 


290 


2403 


145 


1451 


1,510 


1451 


1.510 


1452 


110 


2452 


55 


1453 


1.330 


2453 


665 


1501 


1.330 


2501 


665 


1502 


4B0 


2502 


240 


1503 , 


640 


2503 


320 


1460 


130 


1460 


130 


1807 


50 


1807 


50 


1606 


180 


1806 


180 


8021 


40 


8021 


40 


1809 


770 


2809 


385 


1810 


770 


2810 


385 


1801 


770 


2801 


385 


1802 


900 


1802 


900 



475 



Fee Description Fee Paid 

Surcharge • late filing fee or oath 

Surcharge • late provisional filing fee 
or cover sheet. 

Non-Engtish specirication 

For filing a request for reexamination 

Requesting publication of SIR prior to 
Exajnir^r action 

Requesting publication of SIR after 
Examiner action 

Extension for reply within first month 

Extension for reply within second 
month 

Extension for reply within third month 
Extension for reply within fourth 
month 

Extension for reply within fifth month 
Notice of Appeal 

Filing a brief in support of an appeal 

Request for oral hearing 

Petition to institute a public use 
proceeding 

Petition to revive - unavoidable 
Petition to revive - unintentional 
Utility Issue fee (or reissue) 
Design issue fee 
Plant issue fee 

Petitions to the Commissioner 

Processing fee under 37 CFR 1 .17 (q) 

Submission of Information Disclosure 
Stmt 

Recording each patent assignment 
per property (times number of 
properties) 

Filing a submission after final rejection 
(37 CFR § 1.129(a)) 

For each additional Invention to be 
examined (37 CFR § 1 .129(b)) 

2801 385 Request for Continued Examination (RCE) 



of a design application 



SUBTOTAL (2) 



($) 108 



Other fee (specify) _ 



*Reduced by Basic Ring Fee Paid 



SUBTOTAL (3) 



($)475 



**ornumber previously pnki, if greater; For Reissues, see above 




WARNING: Information on this form may become public. Credit card Information should not( 
included on this form. Provide credit card Information and authorization on PTO-2038. 

This coIlecUon ot intormation is required by 37 CFR 1.17 and 1,27. The intormation Is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an 
application. Confidentiality Is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection Is estimated to take 12 minutes to complete, including gathering, preparing, and submitting the 
completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or suggestions 
for reducing this burden, should be sent to the Chiet Information Officer, U.S. Patent and Trademark Office. U.S. Department of Commerce. P.O. Box 1450. Alexandria. VA 22313-1450. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria. VA 22313-1450. 

// you need assistance in completing this form, call 1 -600-PTO-91 99 ( 1 'BOO-786'9 1 99) and select option 2. 



